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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)E_ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 52-97 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) __ Claim(s) 52-97 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) [3 The drawing(s) filed on 19 March 2004 is/are: a)D accepted or _■)□ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) _3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTCM13) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) E_ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5 ) D Nc-tice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) □ Other: . 

U.S. Patent and Trademark Office ^ ~ _-— _______ __^________ _______ __ " 

PTOL-326 (Rev. 1-04) Office Action Summary Part of Paper No./Mail Date 061805 
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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 80-82, 91-93 & 96 are rejected under 35 U.S.C. 112, first paragraph, as 
f ailing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Applicant generically claims using mutants, variants of L salivarius without 
adequate written support in the specification as originally filed. The specification does 
not contain an adequate description for the entire scope of this terms and thus the 
claims. The written description requirement for a claimed genus may be satisfied 
through sufficient description of a representative number of species by actual reduction 
to practice, reduction to drawings, or by disclosure of relevant, identifying 
characteristics, i.e., structure or other physical and/ or chemical properties, by 
functional characteristics coupled with a known or disclosed correlation between 
function and structure, or by a combination of such identifying characteristics, sufficient 
to show the applicant was in possession of the claimed genus. See Eli Lilly, 119 F.3d at 
1568, 43 USPQ2d at 1406. 
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Further applicant also does not have adequate support for treating or preventing 
the generic "cancer/' The limited description does not show possession of the entire 
scope of claim 96. The prior art tells the effects of different Lactobacilllus against specific 
tumors and also the benefits of ingested Lactobacillus in reducing the occurrence of colon 
cancer ostensibly by controlling the intestinal flora. 

Claim 80 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/ or use the invention. 

The invention appears to employ a specific strain, UCC118. It is not clear if the 
written description is sufficiently repeatable to avoid the need for a deposit. Further it 
is unclear if the starting materials were readily available to the public at the time of 
invention. 

It appears that a deposit was made in this application as filed. However, it is not 

clear if the deposit meets all of the criteria set forth in 37 CFR 1.801-1.809. Applicant or 

applicant's representative may provide assurance of compliance with the requirements 

of 35 U.S.C § 112, first paragraph, in the following manner. 

SUGGESTION FOR DEPOSIT OF BIOLOGICAL MATERIAL 

A declaration by applicant, assignee, or applicant's agent identifying a deposit of 
biological material and averring the following may be sufficient to overcome an 
objection and rejection based on a lack of availability of biological material. 
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1. Identifies declarant 

2. States that a deposit of the material has been made in a depository affording 
permanence of the deposit and ready accessibility thereto by the public if a 
patent is granted. The depository is to be identified by name and address. 

3. States that the deposited material has been accorded a specific (recited) 
accession number. 

4. States that all restriction on the availability to the public of the material so 
deposited will be irrevocably removed upon the granting of a patent 

5. States that the material has been deposited under conditions that access to the 
material will be available during the pendency of the patent application to one 
determined by the Commissioner to be entitled thereto under 37 CFR 1.14 and 35 
U.S.C § 122. 

6. States that the deposited material will be maintained with all the care 
necessary to keep it viable and uncontaminated for a period of at least five years 
after the most recent request for the furnishing of a sample of the deposited 
microorganism, and in any case, for a period of at least thirty (30) years after the 
date of deposit for the enforceable life of the patent, whichever period is longer. 

7. That he/ she declares further that all statements made therein of his/her own 
knowledge are true and that all statements made on information and belief are 
believed to be true, and further that these statements were made with knowledge 
that willful false statements and the like so made are punishable by fine or 
imprisonment, or both, under section 1001 of Title 18 of the United States Code 
and that such willful false statements may jeopardize the validity of the instant 
patent application or any patent issuing thereon. 

Alternatively, it may be averred that deposited material has been accepted for 
deposit under the Budapest Treaty on the International Recognition of the Deposit of 
Microorganisms for the purpose of Patent Procedure (e.g. see 961 OG 21, 1977) and that 
all restrictions on the availability to the public of the material so deposited will be 
irrevocably removed upon the granting of a patent 
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Additionally, the deposit must be referred to in the body of the 
specification and be identified by deposit (accession) number, date of deposit, name and 
address of the depository and the complete taxonomic description. 



Claim Rejections - 35 USC § 101 
35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claims 52-96 are rejected under 35 U.S.C. 101 because the claimed invention is 
not supported by a credible utility. 

Applicant claims the prevention of inflammation or an inflammatory disease or 
cancer and those are incredible utilities. The prevention of a disease or disorder is a 
An incredible utility to the absolute nature of the term "prevention/ 7 One would not 
believe that the instant process has the ability to prevent these disorders. 

Claims 52-96 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, 
since the claimed invention is not supported by a credible utility for the reasons set 
forth above, one skilled in the art clearly would not know how to use the claimed 
invention. 
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Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claims 52-54, 62-70, 72-75, 77-78, 82-90 & 96 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Kamiya et al (JP 409241173A). 

Kamiya teaches the administration of L salivarius in a preparation or food for the 

prevention or treatment of inflammation, gastristis and gastric cancer. The reference 

anticipates the claim subject matter. The reference does not teach all the mechanisms of 

action of the bacteria however such results would be inherent to the method of Kamiya. 

Kamiya doesn't teach applicant 7 s exact source of the microbe however Note that MPEP 

§ 706.3(e) states that: 

H [w]hen the prior art discloses a product which reasonably appears to be 
either identical with or only slightly different than a product claimed in a 
product-by-process claim, a rejection based alternatively on either section 35 
U.S.C. 102 or 35 U.S.C. 103 of the statute is appropriate. As a practical matter, the 
Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
physical comparisons therewith. A lesser burden of proof is required to make out 
a case of prima facie obviousness for product-by-process claims because of their 
peculiar nature than when a product is claimed in the conventional fashion. In re 
Brawn, 59 CCPA 1063, 173 USPQ 685 (1972) ; In re Fessmann, 180 USPQ 324 
(CCPA1974)." 
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As applicant suggests that administration of the bacteria prevents the claimed 
disorders, and Kamiya discloses administration of the bacteria to patients, the 
prevention would necessarily be an inherent result of the method of Kamiya. The 
reference anticipates the claim subject matter. 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent 
by another filed in the United States before the invention thereof by the applicant 
for patent, or on an international application by another who has fulfilled the 
requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the 
invention thereof by the applicant for patent 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) do not apply to the examination of this application as the application 
being examined was not (1) filed on or after November 29, 2000, or (2) voluntarily 
published under 35 U.S.C. 122(b). Therefore, this application is examined under 35 
U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 35 U.S.C. 102(e)). 



(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in 
the United States before the invention by the applicant for patent, except that an 
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international application filed under the treaty defined in section 351(a) shall 
have the effect under this subsection of a national application published under 
section 122(b) only if the international application designating the United States 
was published under Article 21(2)(a) of such treaty in the English language; or 
(2) a patent granted on an application for patent by another filed in the United 
States before the invention by the applicant for patent, except that a patent shall 
not be deemed filed in the United States for the purposes of this subsection based 
on the filing of an international application filed under the treaty defined in 
section 351(a). 



Claims 52-54, 61-70, 72-75, 77-78, 82-90 & 96 are rejected under 35 U.S.C. 102(e) 
as being anticipated by Panigrahi et al(6132710). 

Panigrahi et al teaches the administration of L salivarius in a preparation or food 
for the prevention or treatment of gastric conditions/ inflammation. The reference 
anticipates the claim subject matter. The reference does not teach all the mechanisms of 
action of the bacteria however such results would be inherent to the method of 
Panigrahi et al. 

Panigrahi doesn't teach applicant 7 s exact source of the microbe however Note 

that MPEP § 706.3(e) states that: 

M [w]hen the prior art discloses a product which reasonably appears to be 
either identical with or only slightly different than a product claimed in a 
product-by-process claim, a rejection based alternatively on either section 35 
U.S.C. 102 or 35 U.S.C. 103 of the statute is appropriate. As a practical matter, the 
Patent and Trademark Office is not equipped to manufacture products by the 
myriad of processes put before it and then obtain prior art products and make 
physical comparisons therewith. A lesser burden of proof is required to make out 
a case of prima facie obviousness for product-by-process claims because of their 
peculiar nature than when a product is claimed in the conventional fashion. In re 
Brawn, 59 CCPA 1063, 173 USPQ 685 (1972) ; In re Fessmann, 180 USPQ 324 
(CCPA1974)." 
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As applicant suggests that administration of the bacteria prevents the claimed 
disorders, and Panigrahi discloses administration of the bacteria to patients, the 
prevention would necessarily be an inherent result of the method of Panigrahi. The 
reference anticipates the claim subject matter. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the differences 
between the subject matter sought to be patented and the prior art are such that 
the subject matter as a whole would have been obvious at the time the invention 
was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the 
various claims was commonly owned at the time any inventions covered therein were 
made absent any evidence to the contrary. Applicant is advised of the obligation under 
37 CFR 1.56 to point out the inventor and invention dates of each claim that was not 
commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C 102(e), (f) or 
(g) prior art under 35 U.S.C. 103(a). 

Claims 52-95 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Kamiya et al (JP 409241173A) and Panigrahi et al(6132710). 

Kamiya and Panigrahi teach the administration of L salivarius in a preparation or 
food for the prevention or treatment of inflammation, gastristis and gastric cancer. The 
reference does not teach all of applicant 7 s claimed embodiments, however as the 
reference generally teaches the anti-inflammation abilities of the bacteria, the disease to 
be treated, the amount of the bacteria use, the particular known strain of the bacteria to 
be used, and the means and methods of delivery are all result effective variables and as 
such they would be routinely optimized by one of ordinary skill in the art in practicing 
the invention disclosed by those references. Further guidance for the use of L salivarius 
is provided by Panigrahi et al, who teach compositions and methods of use of the 
probiotic. The teachings of Panigrahi would further motivate one of ordinary skill in 
the art to optimize the use of the species as a probiotic. The use of different known 
Lactobacillus strains as probiotics is notoriously old and well known in the art. Also, 
the use of non-viable cells would also be obvious as Lactobacillus is known to produce 
an antibiotic and non-viable cells containing that antibiotic(s) would render at least a 
similar response to the use of viable cells. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 
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Claims 52-95 are rejected under 35 U.S.C 103(a) as being unpatentable over 
Kamiya et al (JP 409241173A) and Panigrahi et al(6132710) in view of Nanji (5413785), 
Dobrogosz et al(5352586), Usami et al(4678773) and Mutai et al(4347240). . 

Kamiya and Panigrahi teach the administration of L. salivarius for the treatment 
of intestinal disorders but not cancer. It would have been obvious at the time the 
invention was made to administer L salivarius for the treatment of certain tumors or for 
reducing the occurrences of colon cancer because Nanji (5413785), Dobrogosz et 
al(5352586), Usami et al(4678773) and Mutai et al(4347240) all teach the "anti-cancer 
activity" of several species of Lactobacillus. Given the breadth of teachings in the prior 
art, one of ordinary skill in the art would have had a reasonable expectation of success 
that using L salivarius in the inventions of Nanji (5413785), Dobrogosz et al(5352586), 
Usami et al(4678773) and Mutai et al(4347240) would result in like positive results to the 
methods using the other Lactobacillus species. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



